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IDB Drug Development Plan Tool

IDB Drug Development Plan Tool Purpose

* Use MS Project to visually represent the temporal
data stored in CTEP’s enterprise database

* Allow IDB drug monitors and TRI clinical
research experts to easily display, review, and
share information about clinical trial milestones
and accruals
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IDB Drug Development Plan Tool

IDB Drug Development Plan Tool Training Goals

Teach individual users how to:

* Find, start, and log on to the tool

* Select clinical trial protocols and letters of intent with the tool
 Chart clinical trial milestones with the tool

» Read Gantt chart symbols and notes

* Add notes and user-defined tasks to a Gantt chart

* Print and save a Gantt chart

« Report problems and ask questions about the tool
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Training Scenario Overview

A Clinical Research Specialist (CRS) with TRI receives a clinical
trial Quarterly Report from a principal investigator. The CRS uses
the IDB Drug Development Plan Tool to accomplish the
following:

 Review amendment dates for the clinical trial
« Communicate information about responses and phase II
solicitations to the IDB Monitor

* Print and save charts for later discussion of the the trial’s
progress
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Training Information Conventions

Three types of information are presented in the training scenario.
Each type of information appears 1n a different type of box.

Scenario Element.:
Information about what is happening in the scenario appears

in this type of box with this type of text.

Tool Use
Information about how to use the tool features appears in this type of box

with this type of text.

Technical Info

Information about the technology behind the tool appears in this
type of box with this type of text.
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Scenario Elements
NOTE: All scenario elements are hypothetical!

Scenario Element.:
A Principal Investigator submits a Quarterly Report for the
Phase I trial T97-0118.

Scenario Element.:
A CRS at TRI reviews the Quarterly Report and notes the

following information:
» Two patients are showing response to the agent
* The study is reaching Maximum Tolerated Dose

Scenario Element.
The CRS decides that some of this information should be
communicated to the IDB Drug Monitor for the study.
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Investigational Drug Branch
Drug Development Plan Tool

Selecting and Charting a Study
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Starting the Tool via the Desktop Shortcut

Security Warning |

IDEDrugDevelopmentPlan. mpt

conkains macros by

ScenPro Inc Details. .. |

This publisher has nok been authenticated and therefore could be
imitated. Do nok trust these credentials,

Macros may conkain viruses, It is always safe to disable macros, but if
the macros are legitimate, wou might lose some Funckionaliky:,

[ Always ktrust macros From | rce,

i Etartl Microzoft PowerPaint - [ID.... |

Disable Macros {  Enable Macros i More Info

Scenario Element:
The CRS opens the IDB Drug Development Plan Tool by

double-clicking on the desktop icon and by enabling macros if
prompted .
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Logging on to the Database

Scenario Element.:
The CRS logs into the IDB Drug Development Plan using

her/his own id and password. This is the same ID and
password used to access any CTEP-ESYS application.

% Uszer Login
S Tool Use
User Name Sy l=gin_id Once the MS Project file opens, the User
Login dialog box will appear. You may type
P in your User Name and Password to
Password q:‘ > access the database. Then click OK or

press the Enter key. Please note that if you
click Cancel, you will not be able to use the

- D IE '''''''''''''''''''''' Cancel ‘ IDB Drug Development Plan until you exit
MS Project and then restart the application.
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Logging on to the Database

Log on to database

CTEP
Enterprise
Database

IDB Tool
User
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Logging on to the Database

% Uzer/Service Login

User Name | mMv-l2gon_id

b o o o o T
Password

* Service Name{‘:temmpmdl >

Tool Use
oK Cancel | If the user makes a mistake logging on to
the database, she or he will be asked to try
again at the User/Service Login dialog box.
For this type of login, the user must enter
the Service Name along with the ID and
password. The Service Name for the
CTEP-ESYS database is ctepesysprod.
That stands for CTEP-ESYS Production.
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Starting a Search for a Study

Scenario Element:

The CRS decides to use the IDB Tool to find study T97-0118.
The CRS uses the Select Studies command on the IDB menu.

& Microzoft Project - IDBDrugD evelopmentPlan. mpp

NEHERY 4R
**+—%++|Arial -

Clear Gantt Chart
Sork Studies

|:|I:ﬁ|§%%||‘rr Fawvarites
| | Date Gvertide. .
Task Mame TiEsH AOMELEDE | Tool Use

alelZ RN All IDB Drug Development Plan

Ussr Defined Tashs.,. functions may be accessed from the

Uiser Login IDB Menu. The Select Studies option

Preferences allows the user to search for clinical trial

About Protocols and Letters of Intent by a

Help variety of means to use in the
development of Gantt Charts
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Starting a Search for a Study

% Select Studies

by IDE Monitor ]h-,r Agent ] by Principal Investigator ] by Institution | by Disease ] by Keyward ] by IND No. ]

Agents | | ﬂ Find Studies |

Studies to Search:

[ InReview [ Active | closed [ withdrawn ¥ Loz ¥ protocol

Clear Selections

Select All

@ processing, please D

\ Cancel |

Tool Use

When the Select Studies command is used, the Select Studies
dialog box opens. There may be a brief delay while information
is queried from the database. During this delay, the message
“Query is processing, please wait...” will appear in the message
area near the bottom of the dialog box.
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Searching for a Study by Agent

Scenario Element:
Since the CRS decides to search for the study in question by

using its Agent, Cisplatin.

% Select Studies

by Agent | by Principal Investigator ] by Institution | by Disease ] by Keyword ] by IND MNo. ]
AN ———————
(NSC#251222) | Find studies |

N, L, - amvodalin

" All Agents

Studies to Search:

[ InReview [ Active |  Closed wrn v Lox v Drotocol

Clear Selections

Select All

Fleaze select an item from cornbo box

Tool Use
— In order to search for studies by Agent, the user clicks on the
tab that says by Agent.
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Searching for a Study by Agent

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator ] by Institution | by Disease ] by Keyword ] by IND Mo. ]

Agents | 'D, L, - amwgdalin” (NSC#251222 ﬂ Find Studies |

} {* CTEP IND Agents ™ All Agents

Studies to Search:

[ InReview ¥ Active [ Closed [ wWithdrawn v LoI v protocol

Clear Selections

Select All

Flease select an itermn from combo box

TOOI USG Cancel

The user may choose an agent from a list
of All Agents in the CTEP database, or
from a list of only Agents for which CTEP
owns the IND. The user makes this
selection by clicking on the appropriate
radio button.
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Searching for a Study by Agent

% Select Studies

by IDE Monitor by Agent ]Iw Principal Investigator ] by Institution ] by Dizease ] by Keyword ] by IND Mo. ]

Find Studies |

M.ﬁ. TMML- 4F(.ﬁ.Et " (Nzc#s24341)
13-CIS-RETIMOIC ACID [MSC#329481)
17-A8G [MSCAI0507)
2-BMIMO 134-THIADIAZOLE  [NSC#d4723)
2-CHLORD-2-DECHTADEMOSINE (2-CDA] (MSCA105014)
[ | InReview [V Active | 3-DEAZAURIDIME (MSC#126849)
E-AZA-2-DECHYCYTIDIME(DECITABINE] [MSC#127716)

Studies to Search:

ear Selections

Flease select an itermn from combo box

| Cancel

Tool Use

The drop-down list shows all the Agents
that the user may select from in order to
find a study. The user may move through
the list using the mouse, or may use the
page up, page down and arrow keys.
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Searching for a Study by Agent

CTEP
Enterprise
Database

List of Agents

IDB Tool
User
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IDB Drug Development Plan Tool

Searching for a Study by Agent

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator | by Institution | by Disease ] by Keyword ] by IND Mo. ]

Gr G B ISPLATIN (NSC#119875) ~|  Find Studies |
{+ CTEP IND Agents " All Agents

Studies to Search:

[ InReview ¥ active [ closed [ withdrawn v Lo1 ¥ protocol

Clear Selections

Select All
Tool Use
Rather than scrolling, the user may type
the the first letter of the Agent name into Cancel

the Agents field. The first Agent beginning
with that letter will automatically be
highlighted. The user may then scroll from
that point to find the Agent he or she
wants.
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Searching for a Study by Agent

Scenario Element:
The CRS has set the search criteria to find all Active

Protocols for Cisplatin.

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator | by Institution | by Disease ] by Keyword ] by IND Mo. ]

j Find Studies |

{+ CTEP IND Agents " All Agents

Studies t che
@L; active | Closed [ wWithdrawn [ LDI @

Tool Use

The user may apply filters
to the search for studies.
The user may specify any
combination of study
statuses (Active, Closed, Cancel
elc.) and document types
(LOI or Protocol).

Clear Selections

Select All

hit 'Find Studies' button to get study list

19
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Searching for a Study by Agent

Scenario Element:
The CRS clicks the Find Studies button to find all the Active

Protocols for Cisplatin.

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator | by Institution | by Disease ] by Keyword ] by IND MNo. ]
Agents | ZISPLATIM (NSC#119575) ﬂ

{* CTEP IND Agents " all Agents

Studies to Search:

[ InReview ¥ Active [ Closed [ wWithdrawn T v protocol

Clear Selections

Select all
Plzase hit 'Find Studies' button to get study list Tool Use
Cancel Click the Find Studies button

to retrieve the complete list of

studies using this Agent.
20
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Searching for a Study by Agent

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator | by Institution | by Disease ] by Keyword ] by IND Mo. ]
Agents | CISPLATIM (NSC#119575) j Find Studies

{+ CTEP IND Agents " All Agents
Refine

Studies to Search:

[ InReview ¥ active [ closed [ withdrawn [ LoI ¥ protocol

DOC_MO—TITE RHasE|
Clear Selections

<¥523 & comparizan of intensive sequential chemotherapy uzing doxorubi. I

CCG-937M & group-wide pilot study of concurrent carboplatin, vincnstine and ... 141
GOG-0076Z A limited access Phase | trial of Cizgplatin and M avelbing [Winorelbin.. 1l

QE-3305 A limited access trial uzing Amifosting for protection against Cigplati.. 1l
T [u T | PR N, TPt I e |, N e 0 e o o TP P o | i S N 1
4

To select more than one study, hold down the Ciel key wehile clicking, Records: 73

DK Cancel

Select All

Tool Use

A list of all currently active studies using the
Agent Cisplatin appears in the Document
Window. The number of studies found
appears below the Document Window.
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IDB Drug Development Plan Tool

Searching for a Study by Agent

1. Search criteria

CTEP
Enterprise
Database

2. List of Studies

IDB Tool
User

22
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Sorting the List of Studies

Scenario Element:
The CRS knows that T97-0118 is a phase I study, so she clicks on the

“Phase” heading to sort the study list by phase.

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator | by Institution | by Disease ] by Keyword ] by IND MNo. ]
Agents | ZISPLATIM (NSC#119575) ﬂ Find Studies

{* CTEP IND Agents " all Agents
Refine

Studies to Search:
[ InReview ¥ Active [ Closed [ wWithdrawn T v protocol

DOC. NO. | TITLE | PHASE b =
E1897 A PHASE Il RAMDOMIZED TRIAL OF EITHER MAAC OR PACLI... .
MCCTG-96-.. & Phaze | study of Gemcitabing, Cizplatin and radiation therapp inp... | Hlzay Gl s
CCG-39703 A pilot study of intenzive chematherapy with peripheral stem cell su.. |

I

GOG-9602 FPhaze | study of PACLITAXEL combined with TOPOTECAM and ... Select all
:l’IVT [mw il A SrE L ST O ST TATIERL A IR SClIRIRL A TSR AT T | h/_‘
To select more than one study, hold down the Tl key while clicking, M
You may sort the list of studies by
oK __ <l Document Number, Title, or Phase by

clicking on the individual column heading.
The list will sort immediately.

23
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IDB Drug Development Plan Tool

Selecting a Study to Chart

Scenario Element:
The CRS finds study T97-0118 in the list among the phase I studies. She

clicks on T97-0118 to highlight it.

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator | by Institution | by Disease ] by Keyword ] by IND Mo. ]
Agents | CISPLATIN (MSC#119575) ﬂ Find Studies

{+ CTEP IND Agents " All Agents
Refine

Studies to Search:

[ InReview ¥ active [ closed [ withdrawn [ LoI ¥ protocol

DOC. WO, | TITLE | PHASE | ]
T37-0058 Phase | Study OF Bryostatin-1 [Mec 339555] And Cisplatin [0 Advan... —

T97-0118  + An Oper-Label, Non-Fandomized Phaze | Study OF The Protein Ki,. Clear Selections

T98-0069 hase | And PHARMACOEIMETIC Study OF Sequences OFMNS.. |
RTOG-37-12 e |/l doge ezcalation study of thoracic inadiation with conc... 1/ - Select All
:l_l"l_" anTod PPN PN [P NS PSR PP PRI NI EpIp [ BPU U P [ || A LIJ

To select more than one study, hold dosse™

Tool Use
____ o | Click on studies in the Document Window to select them as
subjects for Gantt charts. To select more than one study, hold

down the Ctrl key on the keyboard while clicking on studies.

24
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Creating a Gantt Chart

Scenario Element.:
The CRS creates a Gantt Chart of the study by clicking the OK button.

% Select Studies

by IDE Monitor by Agent ] by Principal Investigator | by Institution | by Disease ] by Keyword ] by IND Mo. ]

G T TSP ATIN (NSC#119575) | Find studies

{+ CTEP IND Agents " All Agents
Refine

Studies to Search:

[ InReview ¥ active [ closed [ withdrawn [ LoI ¥ protocol

DOC. WO, | TITLE | PHASE | ]
CCG-35703 A pilot study of intenzive chematherapy with peripheral sterm cell su.. | —
T97-0118 &n Open-Label, Mon-Fandomized Phase | Study OF The Protein Ki., |
T96-009 An Open-Label, Hon-Fandamized Phase | Study OF The Pratein Ki.. |

I

Clear Selections

T97-0053 Fhase | Study OF Bryostatin-1 [Mzc 333556] And Cizplatin 10 Adwan. ..

TFIVT [l DA CC L CTLIRS O A0 TATIRL A Tkl Tk dDIk A TR S ATLE T |

Tool Use

| The user may click the OK button to
To select more than one study, hold down the Ctrl key while dicking, recordsy DUIIA MS Project Gantt charts for all of
the studies selected. After a brief
__cancet | delay, Gantt charts for the studies will
be created in MS Project. The more
studies you select, the longer the
delay.

25
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Creating a Gantt Chart

L& Microzoft Project - IDEDrugDevelopmentPlan HE
Jzﬂ File Edit Wiew Insert Format Tools Project IDE wWindow Help ilil

DEEHERY iR v @=®ia B c B wew earen.

J 4 B & = show- | Ard | BBl | B | 7 U |= = = | Hodden TaskFiter = W= | = ,|
| | T97-0118, An Open-Label, Mon-Randomized Phase I Study OF The Protein Kinase C Inhibitor Bryostatin-1 administered In Combinations With Paclitaxel And Cisplatin In Patients Wit
Task Mame Start Finish :Dmpln‘ 3 ] 1994 18995 1996 1997 1998 1999 2000 -]
atr 3 (et [t s [otrt [atrs (@t Jotr s [atrt Jatr s [art Jatr 3 (@t Jotr 3 [t ch
= T797-0778, An Qpen-Label, Non-Randy Fri /1193 Tue 1128/00 8% %
=l Pre-Activation Tasks Fri 6:11/93 Mon 11/1/99 0% »
] Ivestigational Mow Drug Fri 6/71/93 Tue 8597 0% p
IND Begins Fri 641193 Mon 7H283 0 0% g
IMDy & pproved Mon 71283 Mon 7H283 0% i
IMDy Encls Man 711283 Tue 85597 0%
=] Latter of Rrtent Sun 1172496 Fri 7972797 0%
Lol Solicitation Sun 1172486 Sun 11/24/86 8 0%
Ll Submission Sun 112486 Thu 142387 0%
Lol DB Review Thu 172387 Fri11i21/87 0%
Lol PRC Review Thu 172387 Fri2fF@ay 0%
Lol Approved Thu 202747 Fri11/21/87 | 0%
= Protocos Fri 13/21/97 Mon 11199 0% L w
Praotocaol Submitted ta PIC Fri 1172187 Tue 1172587 0% |
Protocol PRC Review Tue 11725487 Thu12M887 ) 0% B
Pratocol Consensus Revigw i Thu 1245487 Wgd 1785 0%
Protocol Consensus Review t Waisd 10785 Weed 1795 0% |
Praotocol Revized Maon 14 288 Mon 1288 0% |
Praotocol &pproved e 1,708 Mon 2/9/88 0% H:]
Protocol Activated Mon 2/9/85 Woed 2M8/95 0% 1
Praotocal Amended Thu 201 2088 Thu 21288 0% |
Pratocol Amended Mon 3/23/98 Mon 32308 0% | TOO I U Se
Protocol Amended Fri 7/24/98 Fri7/24M88 0% | - .
Protocol Amenced Tue 149/99 Tue14M9/93 0% | The tool d[SplayS
Praotocol Amended Maon 87299 Mon 872899 0% | . .
Protocal Amended Mon114/99  Mon 11493 0% @, [ SpeC[f[ed m[IeStoneS
Actual Accrual ied 201 885 Thu 5720099 | B0% %
| Post-Activation Tasks Mon 83099 | Tue 112800 0% fO r the se I ected Stu dy
Accrual Planned hon 5.30/99 Tue 1172800 0% .
e - T e - .l in a Gantt chart
[Ready I ElESE I e R format
iaSlarll Microsoft PowerPaint - [I0... | @IDB Drug Developrent P ” Microzoft Project - ID... |(ﬂ;@$%\)§$@ 4:50 PM -
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Creating a Gantt Chart

1. Studies
2. Study data

CTEP
Enterprise
Database

IDB Tool
User
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Investigational Drug Branch
Drug Development Plan Tool

Viewing the Gantt Chart

28
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Reading a Gantt Chart

icrosoft Project - IDBEDrugD evelopmentPlan MmEE
Jgﬂ File Edit Yiew Insert Format Tools Project IDE Window Help illl

DSHESRY 2RI o @|esm o @ weow lear en.

| & ¢+ = show- Hidden Task Fiker = = | o

|
Arial .5 v|3|1g

| | Toz0i4n ao qoeco) sbel Llon-Randomized Phase Tobdie OF The Protein Kinase C Inhibitor Bryostatin-1 Administered In Combinations With Paclitaxel And Cisplatin In Patients Witl

Task Name Start | Finish |:omp|.| 5] 1994 1995 1996 1997 1998 1999 2000 a
atr 3 | etr 1 [ates [atrd [ate s [etrd Jarr s [t Jetrs [t Jatr s [ated Jatr 3 [t |<:|

U | T97-0778, An Qpen-iabel, Non-Randd| Fri 6/71/93 Tue 1172800 8% %

£} =l Pre-Activation Tasks Fri 61193 Mon 11/1/99 [ .
| = mvestigational New Drag Fri 6/71/93 Tue 8597 0% y

E | IMD Begins Fri 61483 Mon 7H2083 0 0% i

= IMD» & pproved Mon 7H2/83 Mon 7H2083 0 0% 4

;| IMD Ends hdon 712093 Tue 85487 0%

5| =] Latter of itent Sun 11:24/96 Fri 11°21/97 | 0%

b | LI Solicitation Sun 1124096 Sun 1124086 0%

0| LI Submission Sun 1124096 Thu 172387 | 0%

1] LOI DB Review Thu 172387 Fri11i2187 | 0%

Z LOI PR Review Thu 172387 Fri 2|y 0% TOO I U Se

3 LI Approved Thu 22787 Fri11i2187 | 0% -

E Bl Protocol Fri 1921097 Mon 111799 0% v v Th e Ie ft S Ide o) f th e

5 Protocol Submitted to PIC Fri 1121487 Tue 1172587 | 0% |

E Pratocol PRC Review Tue 1102507 Thu12M&07 0% B G a n tt C h a rt S h O WS th e
T Pratocol Consensus Review i Thu 1218587 Wed 17095 0%

R Protocol Consensus Review t Wied 17193 Wied 17858 0% | 'l t d t k
g | Protocol Revised Mon 11285 Mon 1M2085 0% | ml es OneS an aS S
0| Protocol Approved Wed /7198 hon 259595 0% Hi g o

| Pratocol Activated hon 2/9/95 Wed 21888 0% | Wlthln the Study. It alSO
o | Protocol Amended Thu 2M2/958 Thu 2M 288 0% |

= Pratocol Amended Mon 3723598 Mon 352388 0% | Sho WS the Start and
4_ Protocol Amended Fri 712495 Fri 7724098 0% | o 0

s | Protocol Amended Tue 1419599 Tue 149599 0% ﬂnISh da te S for ea Ch
'y | Protocol Amended Mon 8/2/89 hon 852099 0% | .

i Protacal Amended Mo 114/99 Mon 11188 0% @, | mi Iesto ne 3

5 Actual Accrual Wigd 21585 Thu 520099 | 60% %

9 = Post-Activation Tasks NMon 83099 Tue TI28/00 0%

0 | Accrual Planned hon 5/30/99 Tue 1172800 0%

o S R —— T I |0 I
[Ready I [E [cars [wom [5cre [om

g Start| [E]Microsoft PawerPaint - ID... | BEFIDB Drug Development PL.. | [#E] Microsoft Project - ID__ [ @RDHBWR 450

Scenario Element:

‘ The CRS now views the Gantt Chart of study 29
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Reading a Gantt Chart

& Pro-Activation Tasks
Actual Accrual
Post-Activation Tasks

=l AL LG =-1450, Hover Jod gy N exien

SHR 1T Frr /9799 o0
Sun 1184 Fri 6/T208 0%
et 4512085 Thu 611595 73% |
S5at 477595 Fri 7999 0%

Tool Use

The tool displays each
study’s milestones and
tasks in three main groups:
Pre-Activation Tasks,
Actual Accrual, and Post-
Activation Tasks.

Tool Use

The use may open up or
close a group of tasks by
clicking on the plus sign or
minus sign next to it. This will
display all the tasks contained
within that grouped or “rolled-
up” task.
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Reading a Gantt Chart

J @ B & = show- | Arial Bl E ||B |; u ||§ = = | Hidden Task Fiter = v=|-£S; .
| T97-0113, An Open-Label, Mon-Randomized Phase I Study OF The Protein Kinase C Inhibitor Brvosts
Tazk Mame Start Finizh Zomph| € 1994 199
Tool Use Qtr 3 | @tr 1 | Gtr 3 | ot
o o = T97-0718, Ar Open-Label, Non-Ramndc Fri 6/77/93 Tue T128/00 | 8% % T ——
Th e P r e-A Ctl Vatl On TaSkS = Pre-Activation Tasks Fri 671793 NMonr TI/1/9% | 0%
group contains three lower El investigational New Drug Fri 6/11/93 Tue /597 0%
l l . . IMD Bedinz Fri 611533 Mon 7283 0% i
eve grouplngs IME & pproved hon M 283 Mon 7283 0% g
In Vestigationa[ New Drug, IND Encls Man 712/33 Tue /587 0%
=l Letter of intent Sun T1:24/96 Fri T1:29/97 ¥
Letter Of lntent’ and L2l Solicitation Sun 11524086 Sun 1248E 0 0%
Protocol. Each of these LI Submission Sun 124096 Thu1/2387 0%
» L2l DB Reviesn Thu 152207 Fri11/21ma7 0%
lower Ievel grouplngs L2l FRIC Reviewy Thu 1523Ma7 Fri 207@y | 0%
contains individual tasks Lol Approved Thu 2627197 Fri11/2187 0%
H =l Protocof Fri 11:21/97 Mon 11/1/09 0%
and milestones that can be : . .
i i Protocal Submitted to PIO Fri117i21/87 Tue 1172597 0%
viewed or hidden by Protacol PR Review Tue 112587 Thu124887 0%
H H Protocal Conzensus Review | Thu 12118897 Wied 14578 0%
clicking on the plus or _
) } Protocol Consensus Review t Wyied 17195 Wed 17785 0%
minus Sign. Protocol Revised Mon 1M2/98  Mon1M288 0%
Pratocal Approved Wed 175958 Maon 285588 0%
Protocal Activated Mon 2/9595 Wied 2ME8858 0 0%
Protocal Amended Thu 21235 Thu 2288 0%
Protocal Amended Mon 372385 Mon 372385 0%
Protocal Amended Fri 7124033 Fri 7/24098 0%
Protocal Amended Tue 17/19/839 Tue 111983 0%
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Reading a Gantt Chart

icrosoft Project - IDBEDrugD evelopmentPlan MmEE

"

JEQ File Edit Yiew Insert Format Tools Project IDE Window Help illl
IDEHESRY 2R o f=di B @ v lear en.
| 8

@ B + = show~ Hidden Task Filker = =7 |

Arial -

|z O

‘TQ?-DIIB, An Open-Label, Non-Randomized Phase I Study OF The Probein Finase C InhiDikor Bryostann-1 Administered 0 Combinations wich Facitaxel And Cisplabin In Fabients Wit
Task MName Start Finish :0mph| (i) 1994 1995 1996 1997 1995 1999 2000 .|
atr 3 | atr 1 [ates [t [ate s [etrd Jar s [ated Jotr s [t Jatr s [ated Jatr s [atrt [¢
= T97-0718, An Qpen-Label, Non-Randd| Fri 6/71/93 Tue T128/00 | 8% %
=l Pre-Activation Tasks Fri 61193 Mon 11/1/99 0% W
= mvestigational New Drag Fri 6/71/93 Tue 8597 | 0% wy
IND Begins Fri 61193 Mon 7H283 0% k
IMD» & pproved Mon 7H2/83 Mon 7HM283 0 0% g
IND End= Mon 7H283 Tue 85497 0%
El Letter of ntent Sun 11/24/96 Fri 1921797 | 0%
L0l Solicitation Sun 1102496 Sun 112486 0%
LOI Submiszion Sun 1102496 Thu 1023097 0%
L0 DB Review: Thu 1023097 Frit1iz1097 0%
LOI PRC Review Thu 1023097 Fri2im@7 0% TOO I U Se
LOl Approved Thu 2027097 Frit1iz1097 0% -

El Protocol Fri 19/29/97 | Mon 11/1/99 | 0% v v Th H g h t H d f t h
Protocol Submitted to PIC Fri 1121487 Tue 1172587 | 0% e rl SI e O e
Pratocol PRC Review Tue 11425597 Thu 121887 0% B G tt h ’1 h th
Pratocol Consensus Review i Thu 1218587 Wed 17095 0% an C a S OWS e

Protocol Consensus Reviewy t Wed /7198 Wed 17098 0% | g
Protocol Revised Mon 11285 Mon 11285 0% | dura tlon Of ea Ch
Protocol Approved Wed /7198 Mon 209098 0% i o o
Protocol Activated hdon 2/9/35 Wied 21888 0% 1 mlle Ston e Or ta Sk. ThIS
Protocol &mended Thu 2M2/958 Thu 2M2/98 ) 0% | " .
Pratocol Amended Mon 3723598 Mon 352388 0% | IS dlSplayed by SymbOlS
Protocol Amended Fri 712495 Fri 7/24/93 0% | .
Protocal Amened Tue 11888 Tue 101983 0% and horlzonta/ barS’
Protocol Amended Mon 8/2/89 Mon 8521899 0% | . . .
Protacal Amended Mo 114/99 Mon 11188 0% @, | W[th the t[ me l N e at the
Actual Accrual Wied 2018195 Thu 5720098 BO% %
=l Post-Activation Tasks Afon B30:99  Twe T12800 | 0% to p
Accrual Planned hon 5/30/99 Tue 1172800 0%
KN _I
[Ready I [E [cars [wom [5cre [om
g Start| [E]Microsoft PawerPaint - ID... | BEFIDB Drug Development PL.. | [#E] Microsoft Project - ID__ [ @RDHBWR 450
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IDB Drug Development Plan Tool

Reading a Gantt Chart

[

Tool Use

The bars and symbols
on the IDB Drug
Development Plan Tool
Gantt chart are coded

Fiﬂﬂl -0

=i = N )

to convey specific

PO FWER 450PM meanings.
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IDB Drug Development Plan Tool

IDB Tool Gantt Chart Symbols

Blue Bar

Black Bar with Black Diamond Ends

Pink Bar below Blue Bar

Brown Bar

Black Line in a Blue Bar

This represents a task within a study (e.g., LOI Submitted, Protocol Approved).

This represents a summary task within a study (e.g., Pre-
Activation Tasks, Protocol).

This represents a task with a start date and/or finish date prior to January 1, 1984. That is
the earliest date that MS Project can display.

This represents a task for which the database’s start date is later than
the database’s finish date.

date.

Diamond or Very Short Blue Bar +

Pink/Purple Star

Red Star

*

This symbol is only used for the Accrual Actual task. The black line represents the
percentage of the total desired accrual that was completed at the last accrual reporting

| This is a task that takes place on a single day. For example, a Protocol
i Revision is approved on a specific date and would be represented by one of

these symbols.

This represents a start date or a finish date that is based on a projection. This is done in cases where no
actual database value is available for the date, so a projection from another known date is substituted.

This symbol will usually appear at the end of a blue bar, or on top of a very short blue bar.

This represents a date that has been overridden by a user. This may be done in cases where the user knows that a
projected date or a database date is incorrect. This symbol will usually appear at the end of a blue bar, or on top of

a very short blue bar.
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IDB Drug Development Plan Tool

Reading Notes in a Gantt Chart

Scenario Element:

The CRS reviews the study information pop-up, notes the IDB Monitors
and sees that this study also involves the Agent Bryostatin.

L 00 Frope DB nDevelopmentPla |83 =
JEﬂ File Edit W¥ew Insert Format Tools Projeck IDE Window Help ilil
J B @ < o |@@@|@¢éa}fn|g@&|@lawﬁ-&®,

J @ P b = -'F'ﬁ '|'.|. | Arial u | === | Hidden Task Filker * W=
| T97-0118, An Open-Label, Mon-Randomized Phase I Stody OF The Protein Kinase C Inhibitor Bryostatin-1 Administered In Combinatio
Tazk Mame Start Finizh Zomph| £ 1zt Half | 2nd Half |1st Half | 2nd Half | 1=t Half | 2n =
S E FE R R R
2 |= 797-0778, An Open-Label, Non -Ranrd Fri 61193 Tue 112800 8% W@ i
| ]
3 =l Pre-Activation Tasks Fri 6/11/93 NMon 11199 % Dacurmert info
4 E kevestigational New Drug Fri 6/11/93 Tue §/5/97 Monitor: Anthorey Eq'-lrk';':'
- - Manitor: Susan Arbuc
5 IND Begins Fri BM1/83 Man 7512 Agent: BRYOSTATIM 339555
B IMDr Approved hon 742093 Mon 7H293 ) 0% Disease: Solid tumor MOS
PI: Gary Schwarkz
7 IND Endlz hon 712/33 Tue 8587 0% Inst.: Memorial Sloan Ketkering
g =l Latter of ntent Sun 112496 Fri 112997 0% Cancer Center
g LI Salicitation Sun 11024086 Sun 1172486 0% : : : :
100 Liml Sybmissinn S A1 24 R Tha 1 123E7 e, 1
Tool Use

This symbol indicates that a note of some kind is attached to
the task. The user may read the note by placing the cursor
over this symbol but not clicking the mouse. The note next to

‘ SCENPR1 the study title contains general study information. 33




IDB Drug Development Plan Tool

Reading Notes in a Gantt Chart

Scenario Element:

The CRS reviews the study’s accrual information.

- S S S ,
Protocal Amended hon 111,39 Mon 1141533 0% /
Actual Accrual Wi 20 5/93 Thu 020099 | B0% % b >
El Post-Activation Tasks NMon 8.30/99 Tue T128/0 accrual Actual info
Accrual Planned Mon 830089 Tue 11/28100 completed: 60%
- Current Accrualr 36
Accrual Beging hdon 8530/99 fhdon 8530 Desirad Accrual: &0 |
Accrual Completed taon 5430499 Mon S030/99 0 0% Accrual Source: QDL +*
First Evaluation Mon 830039 Mon 10/25/89 0% e B
oy Tomnletend hdmn BF=S0M80 Tha S24 00 19
i3 |k o
| Ready | | =20 =5 T B =
| Start"J ﬁ ES;,’] |J (]| Microsoft PowerPairt - [Sn::..." Microsoft Project - 1D | <ﬂ§ 347 PM
Tool Use

The note next to the Actual Accrual task contains accrual
information, including the most recent source of accrual
reporting. The bar next to this task contains a black progress
bar that shows the percentage of planned accrual completed.
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IDB Drug Development Plan Tool

Investigational Drug Branch
Drug Development Plan Tool

Adding Notes and User-Defined Tasks
to Gantt Charts
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IDB Drug Development Plan Tool

Annotating Tasks in a Gantt Chart

Scenario Element:

The CRS needs to add a note about patient responses to the Gantt chart
for study T97-0118. This note will be seen by the IDB Monitor the next

time he or she charts the study. The CRS decides to add the note to the

“Accrual Begins” task in the Post-Activation Tasks section of the Gantt
chart.
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IDB Drug Development Plan Tool

Annotating Tasks in a Gantt Chart

Scenario Element:

The CRS first selects the “Accrual Begins” cell in the Gantt Chart. Next,
the CRS selects the Task Annotate command from the IDB menu.

Tool Use

The Task Annotate feature
allows users to attach notes to
any task displayed in the Gantt
chart. The notes will be saved to
a special table in the CTEP
Enterprise Database and remain
accessible to any other user
who charts the study using the
IDB Drug Development Plan.
The system also records and
displays the date and user
name associated with the last
annotation.

4. SCENPRO

& Microsoft Project - IDBDrugDevelopmentPlan

JEﬂ File Edit Wiew Insert Format Tools Project | IDE  Window Help

DEeE ey | itme o

J#*-l-—-"'g++|ﬁ.rial -

| Accrual Begins

Task Mame

= Protocor

Protocaol Submitt
Protocol PRC Revie
Protocol Consensus Review
Protocol Consensus Review
Protocol Revised
Protocaol Approved
Protocaol Activated
Protocol Amended
Protocol Amended
Protocol Amended
Protocol Amended
Protocol Amended
Protocol Amended

Actual Accrual

Post-Activation Tasks

Accrual Planned

} Accrual Begins I

Accrual Completed
First Evaluation
oy Tomnleterd

Select Studies (A | )
Clear Gantk Chart E= | Hidden
Sort Studies 3
Eawvorites L
—omph| £
Date Override. .,
] 0%
HidejShow Tasks. .. v 0%
User Defined Tasks... pav 0%
Lk 0%
User Login s 0%
Preferences o 0%
About oz 0%
Help s 0%
TALT 21T 2r35 THLT 2IT 2585 0%
Mon 32385 Mon 352385 0%
Fri Fr24083 Fri Fi24r85 0% %
Tue 143399 Tue 119583 0%
Mion 52099 hlon 55289 0%
Mon 11415839 Mior 114 539 0%
Wed 20 5595 Thu 520089 BO% %
Mo 830799 Tue ¥1.28:00 0%
Mion 8530589 Tue 112500 0%
Mon 5530089 Mon S530/89 0%
Mion 8530589 Mion 553099 0%
Mion 8530589 Mon 1052589 0%
hnn 2300 Tha SE24A M0 N9, _PI 39
I




IDB Drug Development Plan Tool

Annotating Tasks in a Gantt Chart

Scenario Element.
When the Task Annotate dialog box appears, the CRS types “There

were responses in two patients in 4Q00” and clicks OK.

% Task Annotate I [=]

Marne clepesys

Date | 171801
Tool Use

”°*< There were respanses in two patients The Task Annotate dialog box allows

Lﬂm the user to enter a short note of up to

255 characters in the CTEP Enterprise
Database. The note will be accessible by
any user who charts the study. The user
need not fill out the Name and Date

fields in this dialog box. They are
L“*'l populated with the user’s ID and the

current date.

40

4. SCENPRO



IDB Drug Development Plan Tool

Annotating Tasks in a Gantt Chart

CTEP
Enterprise

Add Notes Database

Other
Users
Chart
Study

(Includes

Notes)

IDB Tool
User
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IDB Drug Development Plan Tool

Annotating Tasks in a Gantt Chart

Scenario Element.
The CRS verifies that a note symbol now appears next to the “Accrual

Begins” task in the Gantt Chart.

Praotocal Amended klan 114139 Mon 11429 0%
Actual Accrual Wied 24 5533 Thu 572029 B0% %
= Post-Activation Tasks Aon 83009 Tuwe TY 2800 0%
Accrual Planned hon 5750539 Tue 1172800 0%
Accrual Begins ! bon 843099 Mon 863099 0% @,
Accrual Completed hon 53089 hon S53089
First Evalustion kion /3039 han 1DESEﬂ
SHordy Crmeleter b 53099 Thi 82410 n _I*I l[_l
Ready | | |ExT [Caps [wum
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IDB Drug Development Plan Tool

Annotating Tasks in a Gantt Chart

Scenario Element:

The CRS reads the note by hovering the mouse over the icon.

TT Ty T T T =TT T T T =TT

Protocol Amended hon 14199 Mon 14499 0%

Actual Accrual Wied 2M 5188 Thu 520029 B0% %

= Post-Activation Tasks NMor 83099 Tue TI28:00 0 0%
Accrual Planned hlon S/30/39 Tue 1102300 0%
Accrual Begins ! hon 57530599 hon 5530290 0% % There were responses in bwo patients
Acorual Completed Mon 873099 Mo 530,49 in 400
First Evalustion kion /30349 han 1042599
Thocle Crimelet e b 530000 Thi BNy, 0 _I*I lI_I

 Ready I [Exr [caps [mwumM

Tool Use

The user may view the note contents by hovering the mouse over the hyperlink
symbol. This method displays the note text, but does not show the user name and
date. If the user clicks on the hyperlink symbol, the following message will appear:
“Cannot open the specified file.” This is not an error, and the user may simply click
the OK button to return to the Gantt chart.

4. SCENPRO
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element:
The CRS needs to add a user-defined task called “Solicit Phase 11
Study” to the Gantt chart for study T97-0118. This task will be seen by

the IDB Monitor the next time he or she charts the study. The CRS

decides to add the task after the “Actual Accrual” task in the Gantt
chart.
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element.
The CRS first selects any task in study T97-0118. Then the CRS selects

the “User Defined Tasks...” command from the IDB menu.

& Microsoft Project - IDBDrugD evelopmentPlan

Eﬂ File Edit Wiew Inserk Format Tools Project | IDE Window Help
DEeld &A™ | 8 B =t Select Studies = 1B & TOOI Use
€ >+ = T H | - e E=|nee| | The user may define one or more tasks
— PO Pl Eaverites d [ | that are not normally part of a study.
Diake Crverride. .. . o
1 [= 7o7-0775, An Open-Laber. foz Lok Armatate. . vo o% @ The tasks will be displayed as part of
e e 1 the study’s Gantt chart whenever any
5 IND Begins o3| 0%
: o Ueer Login . user creates the chart.
7 IND Ends Breferences o7 0%
8 =| £etter of krtent About o7 | 0% . .
5 Lol Solctatin o o oo To create a User-Defined Task in a
+ [l Lol Submission T T 112850 THD 2387 0%
D Lo DE Review Thutzasr Fiiizier o study, a Gantt chart of that study must
B: unoe mew o newe | currently be displayed on the screen
14 - Protocol Fri 1172997 | RRon 114798 0% H
15 Protocol Submitted to PIO Fri11/21/97 | Tue 11025187 0% The user ShOUId CIICk on the hame Of
16 Protocol PRC Revies Tue 11/2507 | Thul2M887 0% any task within the Study and then click
17 Protocol Consensus Review Thu 1241887 Wed 1795 0% - .
18 Fratocol Consensus Review Wi 1 17193 Wed 1798 0% on the User-Defined Tasks Optlon
19 rotocol Revise [aly] on
20 Erzttoco: :pprovded TMBJTI?E: MMU;;;E: E: located On the IDB drOp-dOWfl menU.
21 Protocol Activated Mon 2/09/98 wed 2A8/88 0%
‘7 Protoenl S mencecd Tho M 2MA8 Thoa 242058 2, ﬂ
Readw
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Tool Use
The User-Defined Tasks dialog
% User Defined ok 1ol x| pox contains a list of all the tasks
in the study. The user may scroll
Select a task and click Add... ko add a task under it. down thl'OUgh the list to find the
Only user defined tasks may be deleted, .
T correct spot for the user-defined
Investigational Mew Drug — task.
IMD Beqgins
IMD Approved add. ..
IMD Ends

Lekter of Intent

LT Solicitation |

LT Submission

LI IDE Review

LI PRC Review

Lo Approved WElEtE
Prakocal

Protocol Submitted to PIO

Protocol PRIZ Review

Protocol Consensus Review in PIO ;I

:

L] 4
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element.
The CRS inserts a user-defined task below the existing Actual Accrual

task.

% Uszer Defined Tasks O] x|

Select a task and dlick &dd, .. to add a task under it,
Only user defined tasks may be deleted,

Protocal Activated
Protocal amended
Protocal amended
Protocal amended
Protocal amended

Pratocal Amended task that is located just above the
Pratocol Amended . . . .
1 M desired insertion location of the
FI

Tool Use
The user must click on an existing

e Hon ke User-Defined Task. When the
e e correct existing task is
First Evaluation hlghllghted, the user should click
oy e H on the Add button. This will open

the Add Task dialog box.

I
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element.
The CRS titles the task “Solicit Phase 11 Study” and types in the start

and stop dates for the new task.

¥ Add Task _ofx|| |IoolUse
The name of the new user-
Enter the Following information ko add a new task bo this Skodsy: defined task should be typed
Task MName: I Solicit Phase 1T Study é in the Task Name box.
Start Date: | g/1/01 Calendar... The user must enter both a
Start Date and a Finish
Finish Date: | 101 Calendar... Date for the User-Defined
- Task. MS Project cannot
5 ol place the task in a Ganft
chart without both a Start
Date and a Finish Date. A

task may have the same
Start Date and Finish Date.
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Tool Use

The user may also click on the
Calendar button to access a
calendar that may be used to find
I —Hix a Start Date or a Finish Date.

Enter the Following informatio

Jan 2001 - -
Task Marne: Jan J |2l]l]1 J
s WM 1 F| s % Add Task _[O]x]
Skark Date: & L 2 |Mar E
7 a q :‘Pa' 13 Enter the Following inFormation ko add a new task to this Study:
Finish Dake: 14 15 16 3 20
Jul Task Name: | soicit Phase 1T Study
21 22 23 |Aug e 27
Sep
28 |29 |30|0ct 4 3 Start Date: I &/1/01 Calendar. .. |
oK Hovw
4 5} E Dec i 10
Firish Date: I Calendar. .. |
% Add Task =]
Enter the Fallowing infarmatio ask to this Study: Ok Caneel |
Jun 2001 - -
Task Manne: IJun J |2l]l]1 J
5 M T ks T F 5
Start Date: 27 (28 |23 |30 A 2
3 4 5 B 7 ] 3
Finish Date: o (1 12 (13 [14 |15 |18

7 18 |18 20 |21 22|23
24 128 |2 |27 |28 |29 (30
1 2 3 4 5 [ 7

Ok
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element:

The CRS clicks OK to save the user-defined task to the database.

% Add Task i =]
Enter the Following information ko add a new task bo this Skodsy: M . ,
When all information for the
Task Mame: I Solicit Phase 1T Study User-Defined Task has
been entered, the OK
Skart Date: I 6/1/01 Calendar. .. button will save the new

task, close the Add Task
dialog box and return the
user to the User-Defined
Cancel Task dialog box. The
Cancel button will close the

Calendar. ..

Finish Dake: I 6/1/01

Add Task dialog box
without saving the new task.
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

CTEP
Enterprise

Add Tasks Database

Other
Users
Chart
Study

(Includes
User-

Defined

IDB Tool Tasks)

User
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element:

The CRS verifies that the new task is displayed in the User-Defined Task
window and clicks OK to return to the Gantt Chart display.

% Uszer Defined Tasks _ O] =
Select a kask and dlick Add. .. to add a task under it.
Only user defined tasks may be deleted. Tool Use
Prokocol Activated -] The new task now appears in the
Protocol Amended . . .
Brotocal Amended desired location in the User-
Prafacal Amended b \ Defined Task window. The user
Protocol Amended .
Protacal Amended may add another task by following
Protocol Amended .
| et acerdl the same procedure again. The
A a1 OK button will close the User-
Post-fActivation Tasks ) .
Accrual Planned Delete \ Defined Task dla/OQ box and
o | Begi .
Accrudl Completed return the user to the MS Project
First Evaluation 1
ol oot = Gantt chart window.

L] 4
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element:
The CRS verifies that the new task and its dates now appear in the Gantt

Chart.

Proje [ BDrugD evelopmentPla s
L Miew Insert Format Tools Project IDE ‘Window Help ilﬂ
GRY | sBAC - e@® e @ Qar | asd.

— .‘F'ﬁ -I'_l_ | &rial -8 = IFIT 1] HEEE = | Hidden Task Filker - W= _

| T97-0113, An Open-Label, Mon-Randomized Phase I Study OF The Prokein Kinase C Inhibitor Bryostatin-1 Administered In Combinatio

Maime Start Finizh Zomph| @ | dalf | 2nd Half | 1st Half | 2nd Half | 1st Half | 2nd Half |
R R R B R
Protocal Amended Thu 212938 Thu 2M2/88 0 0% |
Protocol Amended Mon 3/23/98  Mon 3023193 0% | Tool Use
Pratocol Amended Fti 7i24/93 Fri7izdms 0% @ [ The names Of
Protocol Amended Tue 145939 Tue1M9M89 0% | d f d
Protocal Amended hon 55299 Mon 85289 0% | user-aerine
Pratocal Amendsd Mon11//93  Mon 11499 0% | tasks a ppear n
ACTTT Fri 61701 Fri 6101 0%
_ _ e gray text. User-
Fri 61/01 Fri6Ao1| 0% @ * d
; : ; Mon 830/99  Tue 112800 0% A defined dates
Task: Solicit Phase IT Study .
Accrual Planned Mon 830488 Tue11/28/00) 0% Start: Fri6/1/01  Duration: 0.01d? appear in the
Accrusl Beging hion 230499 hon S/30/89 0 0% % Finish: Fri 6/1/01 h rt d t
Accrual Completed hon 553039 Mon 3530089 0% +* J Ccha as red siars.
First Evaluation hon 553039 Mon 1002583 0% +
Study Completed hion 5530539 Thu 872400 0% ]
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IDB Drug Development Plan Tool

Adding User-Defined Tasks to a Gantt Chart

Scenario Element:

The CRS adds the following note to the new task: “Solicit for Phase I1
trial in with a date of June 2001.”

% Taczk Annotate _ O
I & Microsoft Project - IDBEDmgDevelopmentPlan
Jﬂj File Edit \iew Insert Format Tools Project | IDE Window Help Hemmz I clepesys
DEHE SRY| % BEC o st = Ac
Clear Gantt Chart —
— 4 i - = = i
J €+ :ﬁ + | fria Sork Studies 4 F= | ridden Crate I 1/18/01
| Solicit Phase IT Study I N
Tazk Mame ‘ S
Date Owetride. .. Mate Solicit for Phase II trial in with a date
24 Pratocol Amended Task Annotake. . of June 2001
25 Praotocol Amended HideyShaw Tasks. ..
26 Praotocol Amended User Defined Tasks... uEiE)
Protocal Amended ————— lma %
Sctusl Accrusl User Login oo 0% @
} Solicit Phase Il Study | Breferences 01 | 0%
= Post-Activation Tasks About 0 0%
1l Accrual Planned Help Wao | 0%
32 sccrual Beging —WErTEEEY WOmEeTee 0% Cancal |
ANce
Protocol Amended Man 115199 Mon 11139 0%
E Actual Accraal Fri 6/1/0% Fri 601 0% @,
Solicit Phase Il Study Fri 6401 FriGHm1| 0%
= Post-Activation Tasks Moxn 83099 Tue 1172800 0% | &, 5|'§|ijtit FE';;']"IESE I1 trial in with & date
af June
Accrual Planned hon S30/99 Tue 1152800 0%
Accrual Begine Wion Gr30/99 Mon 83089 0%
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IDB Drug Development Plan Tool

Investigational Drug Branch
Drug Development Plan Tool

Saving and Printing Gantt Charts
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IDB Drug Development Plan Tool

Saving a Gantt Chart as a Favorite

Scenario Element:

The CRS decides that she or he may need to view the Gantt chart for this

study a number of time in the near future. The CRS also decides that a
printout of the chart would be handy at an upcoming meeting.
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IDB Drug Development Plan Tool

Saving a Gantt Chart as a Favorite

Scenario Element:

The CRS chooses to save this study as one of his or her “Favorites” in
order to chart it again easily in the future.

Eﬂ File Edit Wiew Insert Format Tools Project | IDE Window Help TOOI USG
= (3 By & < |« Select Studies Mo G - | & - .
DEH Sy & v G oG To save one or more studies
Clear Gantt Chark
ERE = sosudes b= = e as Favorites, the user should
T97-011 , - ’ 7
TN S e r— 3 highlight the title of each
1as nnoacace, .. =] = g
1 |=1 797-0118, An Open-Labei, Non-Raundd 2800 8% @ y StUdy o If mult/ple StUdleS are
=] Pra-Activation Tasks " Preferences 1199 0% e on the screen, the user can
= P About ;. i }
e il ikl Y | hold down the CTL key while
eding Help FH2E3 0% o | . .
IND &pproved v FH2EE 0% +* cllckmg on study titles.
INC Encls T TOR G597 0%
= Latter of kitont Sun 112496 Fri 12597 0%
LOI Solicitation Sun 1102496 Sun 1102496 0% The user should then select
Lol Submission Sun 1112496 Thu 142387 0% the Add Favorites Command
LI IDE Review Th 1423497 Fri11/2187 0% . .
Lo PRC Review Th 1423497 Fri2mm7 0% from Favorites item on the
LOI Approved Thu 262787 Frit1/2187 0% IDB menu.
- Protocol Fri 13/21/97  Rdon 11199 0%
Pratocal Submitted ta PIO Fri11/2197 | Tus11/2587 0%
Frotocol PRC Review Tue 1172587 Thu 12887 0%
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IDB Drug Development Plan Tool

Saving a Gantt Chart as a Favorite

Scenario Element:

The CRS names this Favorite in a way that makes it quickly and easily
recognizable.

. Add to Favorites
Tool Use

Favorite Nﬂﬂ“—‘(l T97-011% - Mearing Phase II| D
The user may give the

oK Cancel | Favorite any name he or she
1_| wishes and then click OK.
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IDB Drug Development Plan Tool

Saving a Gantt Chart as a Favorite

CTEP
Enterprise
Database

@ Save

Favorites

IDB Tool User

59

4. SCENPRO



IDB Drug Development Plan Tool

Saving a Gantt Chart as a Favorite

' & Microsoft Project - IDEDrugDevelopmentPlan
Jgﬂ File Edit “ew Insert Format Tools Eru:uject|1|:u§ YWindow Help

IDEE &E&RY 4 BB ©  Selctsudes . 3 | Mo Group | @
[€ & + = show- | Al - Clear Gantt Chart ' — — | e Task Filer = W= | =0 _
Sort Studies k
Fawvorites add To Favorites
Tazk Mame Edit Favorites 1993 1994
Tk T EEbE . H1 [H2 [H1 [H
" Preferences & >
abouk
Help

£

Tool Use
Once a Favorite has been named and saved, it appears on the favorites list. A saved
Favorite may be re-charted with the latest data just by clicking on its name.

Each user may have a maximum of 10 Favorites. Favorites may be deleted by using the
Edit Favorites command.
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IDB Drug Development Plan Tool

Saving a Gantt Chart as a File

I & Microsoft Project - IDBDugDevelopmentPlan

Eﬂ File Edit “iew Insert Format Tools Project IDB Window Help
0 O mew... Chrl4m E o & | Mo Group Tool Use
« & EJTE“--- Cr+0 = = = | Hidden TaskFit The user may prefer to save
Close , .
Phase I study OF The Prokein Kinas tOday S view Of the Gantt Chart.
Soe | Fish ol @ 1% | The user may have formatted it in
Tue 1126100 8% @ a specific way, or it may show
NMor 11199 | 0% g g
Rage Setup,. oy o data likely t(_) change in the near
(B, Prink Preview von 71283 0% future. In this case, the user may
& print.. CHHE | Mon7n2ms 0% save the chart by using the Save
Send To - i As command from the File menu.
1...\IDEDrugDeveloprentPlan. mpk Sun 1102496 0% This feature works jUSt like any
2 1...\Desktopt Jan 26 Present-.atinn'l,.ﬁ.c-:ruals For Direckors.mpp Thu 1/23487 0% Othel’ WII’)dOWS pI’OdUCt
3 MOLK4Protocol Tools Project. mpp Fri11/a7 0%
4 Ol \Deliveries\Yersion 1, 21IDEDrugCevelopmentPlan. mpp Fri2mar 0%
e Frit12187 0% The user must use Save As

fian 2111209 0% 1 rather than Save. The IDB Drug
Development Plan Tool will not
allow the user to simply save the
file, since that would change how
the tool functions.
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IDB Drug Development Plan Tool

Printing a Gantt Chart

Scenario Element:

The CRS sets up the Gantt chart so that it will print on a single page.

! & Microsoft Project - IDBDrugDevelopmentPlan Page Setup - Gantt Chart K E
Eﬂ File Edit Yiew Insert Format Tools Projeck IDE  ‘Window Page l Margins l Header l Fooker ] Legend l Wiy ]
D D Mew, .. Ckrl+ Orientation

=2 Cpen... krl40 2
4@ al " Porkrait A {* Landscape
Close
Scaling
E Sawve Chr+5
Save s, " Adjust ko | :l

5 Save As Web Page...

,m ........ : ~ Il_il pages itk |:I';.-' Il_il Eall

Page Setup. ..

& Print...

Send To

First page Lo

14, . \DBCrugDeveloprmentPlan. mpt

Prink Presview, .. Cpkions. .. Prink. .. | Ik, | Cancel

Tool Use
The user may set up a Gantt chart to print on a single

f page at the Page Setup dialog box. 62
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IDB Drug Development Plan Tool

Printing a Gantt Chart

Scenario Element:

The CRS prints the Gantt chart of study T97-0118 by using MS Project’s

regular print functions.

' & Microzoft Project - IDBDrugD evelopmentPlan

Eﬂ File Edit Wiew Insert Format Tools Project IDE Window Help
[ O mew... CErl+1 E N
= Open., Chrl+C T
Rt ===
Close
Fhase I Study
& save CErl+5 Finizh
Save As...
45 Save As Web Page... Tue 71/28/00
NMon 111799
PR LN Tue 8/5/97
P i hon 741 2493 Tool Use
SN . ox: | The user may print a Gantt
Send To p| TueBLET chart by using the Print
Fri 132197 command on the File menu.
1. ADEDrugDeveloprmentPlan. pk Som 4404 8
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Clearing the Gantt Chart
And Searching by Keyword
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IDB Drug Development Plan Tool

Clearing the Gantt Chart

Scenario Element.
The CRS is done with study T97-0118 and clears its Gantt chart from

the screen.

1 & Microsoft Project - IDEDrugD evelopmentPlan

Eﬂ Eil= Edit Yiew Insert Formatk Tools Project | IDE Window Help
DEld &Y § B <! % | Mo Group
4 g 4 = Show ~ | Arial == | Hidden Task Fil:
T97-0113, An Open-Lak Fav_clrites p | Study OF The Protein Kinas
Task Mame h Zomph| € 1954
Task Annotate. .. H1 | Tool Use
2 = T97-0718, Ar Qpap-f abal, Nﬂﬂ-Rﬂ'ndt! ot 2800 8% % The user may Clear a Gantt
3 | Pre-Activation Tasks Crererences 1199 0% Py th b
4 =| vestigational New Drurg s 8/597 | 0% GG RO Ul SeEEi 101
5 IND Begins Help b2m3 0% choosing the Clear Gantt
6 IND &pproved B N2083 0% Chart command from the
¥ IMD Encls Tt ¢ 1T =15 e 8587 0% IDB menu.
] -| Lattar of Intont Sun 1124796 Fri 1129797 0%
g LSl S alicitati;as Con 44 A DE Son 44 A DE (k="

Technical Info
Clearing the Gantt chart does not affect any of

the information that has been saved. It merely
4 SCENPR clears the Gantt chart from the user’s screen. 65




IDB Drug Development Plan Tool

Searching for Studies by Keyword

Scenario Element.
The CRS decides to carry out a search for imaging-related correlative
studies that has been requested recently. The CRS chooses the “Select

Studies” command.

& Microzoft Project - IDBDrugD evelopmentPlan. mpp

@ File Edit Yiew Insert Format Tools Ernject|IDE: [hiTafals

D &Ay &R
& = 2oy | sl . e = | Hidd

Y :ﬁ +| Sork Studies 3 E — |

= | P & | @ % @iﬁ | | T Favorites b

| | Date Gvertide. .

Task Mame TiE5t AnnEbates Zomph| €
HiderShaw Tasks,..,
[Iser Defined Tashs, .,

Llser Login
Preferences
about

Help
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IDB Drug Development Plan Tool

Searching for Studies by Keyword

Scenario Element:

At the Select Studies dialog box, the CRS clicks on the “by Keyword tab.

% Select Studies

by IDE Monitor ] by Agent ] by Principal Investigator ] by Institution ] by Disedse by Keyword ) y IND Mo. ]

Keyword lease vpe a keyword here, Find Studies |

Titles to Search:

(* Search For words in IDE study Titles 1 Search for words in correlative study Titles

Studies to Search:

| InReview ¥ Active | Closed | Withdrawn v LOI ¥ protocel

Clear Selections

Select all

Please enter data

Cancel

67

4. SCENPRO



IDB Drug Development Plan Tool

Searching for Studies by Keyword

Scenario Element.
The CRS is searching for correlative studies, so she or he clicks clicks on

the “Search for words in correlative study Titles” radio button.

% Select Studies

by IDB Monitor | by Agent | by Principal Investigator | by Institution | by Disease by Keyword | by IND No.
F  am S tmats | | | | To0LUse
Titles ko Searchs Users may search for
(" Search For words in IDE study Titles (% Search for words in correlative study Titles StU dl esS in Whl Ch a
Studies to Search: specified keyword
[ InReview I Active [ Closed [ awn | M Lor [V protocol appears in the Study
title. The user may
Gllaey g Lo search either reqular
Select Al study titles or the titles
of correlative studies.
Please enter data

Cancel |
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IDB Drug Development Plan Tool

Searching for Studies by Keyword

Scenario Element:
The CRS refines the search to include studies that are In Review, Active,

or Closed.

% Select Studies

by IDEB Monitor ] by Agent ] by Principal Investigator ] by Institution ] by Disease by Keyword l by IND Mo, ]

Keyword | ]

j Find Studies |

Titles bo Search:

(" Search For words in IDB study Titles * Saarch For words in correlative study Titles

Studies to Search:

v In Review v Active v LOI v Protocol

Clear Selections

Select All

Please kit 'Find Studies' button to get study list

Cancel |
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IDB Drug Development Plan Tool

Searching for Studies by Keyword

Scenario Element.:
The CRS types the phrase “imag” in the Keyword box. Since this search

is a text match, this phrase would match either “image” or “imaging.”
The CRS then clicks on the “Find Studies” button.

% Select Studies
by IDE Monitor | by Agent | by Principal Investigator | by Institution | by Disease by Keyword | by IND No. |

Titles bo Search: e keyword SearCh

| Search Forliordslin TDE =tudy Titla=1 r< ]| Search Forluiordslin correlative study Titles IS not case sensitive.

Studies to Search: However, it can only

¥ InReview ™ Active ™ Closed [ withdrawn | W LOI ™ Protocol match a text String n
a title. It does not

Clear Selections allow complex search
Select Al Strategies such as

those found on

Please hit 'Find Studies' button to get study list internet search

| s | engines.
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IDB Drug Development Plan Tool

Searching for Studies by Keyword

Scenario Element.:
The IDB Drug Development Plan Tool returns six studies that meet the

search criteria. The CRS clicks on the “Select All” button to select all six
studies and then clicks the OK button to create a Gantt chart of them.

% Select Studies

by IDEB Monitor ] by Agent ] by Principal Investigator ] by Institution ] by Disease by Keyword l by IND Mo, ]
Keyword | imag j Find Studies

Titles bo Search:

(" Search For words in IDB study Titles * Saarch For words in correlative study Titles

Refine

Studies to Search:

¥ InReview ¥ Active [ Closed [ withdrawn v Lo1 ¥ Protocol

poc. MO, | TITLE | PHASE | «

T33-0001 LUTETIUM TE=APHYRIMN a5 a PHOTOSEMSITIZER for PHOTO... | i lacti

53300 & randomized PHASE I trial of SURGERY alone ar SURGERY plu... [l BT AL B

T93-0041 FPhaze | Tnal of GADOLIMIUM TERAPHYRIM [PCI-0120] az a Radi... |

T93-0059 & Phaze | study of Oxaliplativ in children with solid amars I - Select All
To select more than one study, hold down the Ctrl key while dlicking, Records: &

—— | <z[>
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IDB Drug Development Plan Tool

Searching for Studies by Keyword

Scenario Element:
The CRS reviews the studies that were charted and then saves them as a
Favorite.

& Microsoft Project - IDBDrugDevelopmentPlan M= E

Eﬂﬁﬂe Edit Miew Insert Format Tools Project IDE Window Help ﬂﬂ

DEME&ESRY | 2B T @ 8 =ein B ol teow - ]as @i,

4 % & = show~ | Ara -8 F|lBlZ U = = | Hidden Task Filter = W= | =&
T99-0001, LUTETIUM TEXAPHYRIN as a PHOTOSENSITIZER For PHOTODYNAMIC therapy of ESOPHAGEAL CAMCER, Phase I
Task Mame Start Finish Somph) € 1995 1993 2000 2001 2002 i‘
o1 [@2 @3 [ed e [e2]ea[as @1 [a2[ei]ad (o [ez[ei[ed (a1 [e2 a5 [ad
=1 799-000%, L UTETIUNA TEXAPHYRINas|  Sum 91497 Mon 22502 0% |, v TOOI U S e
* Pre-Activation Tasks Sun 91497 Tha 11807 0% w ———
Actual Accrusl Wed 472599 Wed 4728/89 0% % E 3 -
o Post-Activaion Tasks Wea saom ton 22502 % . . The user ma y chart multiple
=1 9900, A randomized PHASE Il trial Fri T0/10/97 Tue 3/502 0% % »
& Pra-Activation Tasks Fri T0/10:97 Tue T2407 0% wy g
Actual Accrual Fri 10/5/39 Fri10iame 0% % * StUdleS On the Same Gantt
# Post-Activation Tasks Mown 3/6/99 Tue 3/502 0% . w o
=] T99-0047, Phase I Trial of GADOLINI  Mon 33098 Moa 527702 0% W, v v Chart. These Studles may
# Pra-Activation Tasks AMon 3/30/98 Thu 52302 0% w L
Actual Accrual Wed Ti28/83 Thu 1062600 0% g
B ot Aior T The S Thos ] . . come from the same search
=1 799-0059, A Phase istudy of Oxalipla  Mow 5/11/98  Mon 112502 0% @, v ]

+| Pra-Activation Tasks Mor 51198 Aon 112502 0% > ]
e | or from several searches.

# Post-Activation Tasks The 5/6/99 Sun 7402 0% 4 " - -
T s ety vt S 90 T2 03 8 - The tool will continue adding
H Pra-Activation Tasks Sun VIB4 Wed TO/13/99 | 0%

oot e T e sares| Tl 05| : . new studies to the bottom of

=| #8, A PHASE Il Study of Evcalating Sat 2590 Twe 7029702 0% W, v

@ Peactvnion ot s waome v | . v the Gantt chart until the user
Actual Accrual Fri10M@9 Sat THIOO 0% g,
+| Post-Activation Tasks Fri 10/1/99 Twe 702902 0% L .

" clears the chart.

gL | | Jﬁ

iﬂSlarl| [E] Microsoft PowerPaint - [I00.. HEMinmsnlt Project - ID___ | BIDB Drug Development Pl.. | B B Bty 53RM
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Scenario Element:

IDB Drug Development Plan Tool

Exiting the Tool

The Clinical Research Specialist is done working with the IDB Drug
Development Plan Tool and selects Exit from the File menu.

! & Microsoft Project - IDEDrugD evelopmentPlar

Jgih" File Edit Wiew Insert Format Tools Project
00 bew Chrl4+h
_J = Cpen... Chrl+O
o Close
H Save Chrl+5
Save As
Page Setup...
Ep. Print Prewiew
&3 Print... Chrl4+P
Send To

1 4., \IDEDrugDevelopmentPlan. mpk
2 .. MDEDrugDevelopmentPlan. mpp

13 | LT YT |

o

4. SCENPRO

Microzoft Project |

@ Do wou wank ko save changes ko "IDEDrugDevelopmentPlan”?

Zancel |

Tool Use
Microsoft Project will ask the user to save
changes to “IDB Drug Development Plan’.
Any user-added notes or new tasks have
already been saved and require no additional
action from the user.

It is best to answer “No” when prompted to
save the file. If the user wishes to save a
specific Gantt chart, he or she may use the
“Save As” feature described earlier.
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IDB Drug Development Plan Tool

Reporting Errors and Asking Questions

Please report possible application errors, and questions about the data.
It will be most helpful if you can write down any error messages and
make a note of exactly what you were doing in the tool when the error
occurred.

Please report errors and problems to:
ctephelp@ctisinc.com

Please send questions about using the tool and ideas for improvement
to:

ncisupport@scenpro.com
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